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DETAILED ACTION 

Election/Restrictions 

1. Applicant's election with traverse of Group 13 (claims 1-4, 6, and 8-9; SEQ ID NO:21) 
on 10/20/2010 is acknowledged. The traversal is on the ground(s) that the restriction is improper 
because JP7-285997 does not disclose a tumor necrosis factor mutant protein where four or more 
amino acid residues selected from the group consisting of residues 29, 31, 32, 84-89, 145, 146 
and 147 of SEQ ID NO:I are replaced, the only mutant proteins disclosed in JP7-285997 are 
those where: 

(i) the 86th amino acid residue is replaced by threonine, (2) the 86th and 29th amino acid 
residues are replaced by threonine and serine, respectively, (3) the 86th and 31st amino acid 
residues are replaced by threonine and glutamic acid, respectively, (4) the 86th and 32nd amino 
acid residues are replaced by threonine and tryptophan acid, respectively, (5) the 86th, 29th and 
32nd amino acid residues are replaced by threonine, serine and tryptophan acid, respectively, and 
(6) the 86th, 31st and 32nd amino acid residues are replaced by threonine, asparagine and 
tryptophan acid, respectively, the mutant proteins of JP'997 only have one, two or three amino 
acid substitutions and cannot defeat the special technical feature shared by the presently 
amended claims. Applicants arguments are persuasive and all sequences set forth in SEQ ID 
NO: 9 to 22 will be examined in the instant application. 

Furthermore, with respect to the subject matter of the process claims (see In re Ochiai (37 
USPQ2d 1 127 (Fed. Cir. 1995)), in which a new, unobvious material is used in a known process. 
Ochiai determined that a process was free of the prior art if it employed a product, which was 
free of the prior art. However, only if the product claims are found allowable, the subject matter 
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of the product claims will be rejoined with the process claims, if the process claims are of the 
same scope as the allowable product claims. 

Claims 10-11 are withdrawn from further consideration by the examiner, 37 
CFR 1.142(b), as being drawn to a non-elected invention. 

Claims 1-4, 6, and 8-9 are under consideration by the Examiner. 
Claim rejections-35 U.S.C. 112, second paragraph 

2. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming 
the subject matter, which the applicant regards as his invention. 

Claims 1-4, 6, 8-9, are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 1, line 2, is rejected as vague and indefinite because it recites "...specific to either 
TNF-R1 or TNF-R2, where four or more. This recitation is confusing for several reasons. It 
is unclear what TNF-R1 or TNF-R2 are and whether the mutants bind to TNF-R1 or TNF-R2. 
Furthermore, it is suggested that "where four or more..." be amended to recite "wherein four or 
more. . .". It is suggested that Applicants amend claim 1 to obviate this rejection. 

Claim 4, line 2, is vague and indefinite because it recites "...which has an antagonistic 
activity". This recitation is improper because the mutant protein does not have antagonistic 
activity but is an antagonist of the receptor. Furthermore, it is unclear in line 5 whether the 
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recitation of the residues in lines 6-7 are in addition to those recited in claim 1 or are disparate 
from those recited in claim 1 . 

Claim 9, line 1, is vague and indefinite because it recites "preparation". It is unclear if 
Applicants intend to claim a composition or something else. 

Claims 2-3, 6 and 8 are rejected as vague and indefinite insofar as they depend on the 
above rejected claim 1 for their limitations. 



Conclusion 

Claims 1-4, 6, and 8-9 are rejected. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Prema Mertz whose telephone number is (571) 272-0876. The 
examiner can normally be reached on Monday-Friday from 7:00AM to 3:30PM (Eastern time). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Nickol, can be reached on (571) 272-0835. 

Official papers filed by fax should be directed to (571) 273-8300. Faxed draft or 
informal communications with the examiner should be directed to (571) 273-0876. 

Information regarding the status of an application may be obtained from the Patent 
application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http :// pair-direct. uspto . gov . Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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